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TOroBovr Mz/f

HHBC..1{.6..'..(?:}.:..20] 7 rou. B I'p. Hobpuy, Ha ocropanwe un, 112 1 ¢i. 0T 3aKoHa 3a
oBIIECTREHUTE TIOPHUKH, CE CKItOHH HACTOSIIMAT JTOTOBOP MEHULY:

"AKBAXVM" AJl, che cefaymiie B rp. Codust 1582, ajpec Ha yupaBiIeHue Oy
"Tlpod. AceH Jlazapos" 83, EUK 200984964, npecTaBiIABaHo 01 Kamvenust Tperjadiiona
[lamKoBa, BriAcana npoKypd a Enuna [lerposa Pyckosa H JhioGomup CTaHKOB [Tpamarapos,
[IPOKYPHCTHTE nipesicTaBsBaT - 3aciuo, olipejielicH 38 M3IBIMHICI clig/l  poBe/cHa
rrporellypa 3a Bh3laratc Ha obmecTBeHa ImopbyKa THI "orkpura No 00083-2016-0014, ¢
npeamer: Jlocrapka Ha nabopaTopHE KOBCYMATHBH, peaKTHBA M TECTOBE 33 oTAENenue
LGJKnHYHa naGoparopust”, HapHHall MPOJJABAY U

"MHOTOTIPOPMITHA BOJTHULIA 3A AKTUBHO JTEYEHME-JIOBPIY" AJL
rp. Jobpud, Che cejlanuine 1 ajapec Ha yripaBiienue: rp. JloGpu, YL “[lapafior XuToB" 24,
ren.  058/600160, (axc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
peICTaB/IABAHO OT Jl-p Tpupon BiamMHPOB Hopmatos — M3mbiHATCICH JlupexTop Ha
Py KeCTBOTO, HApudana KYTTYBAY.

CrpaHyTe CE CIOPasyMaxa 38 CJIC/IHOTO!

[TPEJMET HA 10T OBOPA 1 LIEHU

1.(1). [Tponaau®T IpoOAABa Ha KymyBaua JabopaTopHH KOHCYMAaTHUBH, PEAKTHBH 1
recrToBe (HapUYaHu 1mo-NOJY Me MIMHCKE/TE H3J/(eNHs), 33 KOUTO ¢ yuacTBal B OTKpHTA
NpoTie/ypa 3a Bh3Jlarane Ha o6mecTreHa mopbuka: 110 o6ocoGena mozatwms Ne 3: HocrasKa
fa jaboparTopHH KOHCYMAaTHBH, peaKTHBH U TECTOBE, [Ipe/IHa3HAUCHH 33 KIHATHA XUMUS 1
pMynosorus, [loanosulms No 3.1. 3a amapar AU 480 - Beckman Coulter n MOAILO3HUMIA Nao
3. 3a amapar ACCESS 2 ~ Beckman Coulter; 1o o6ocobena nozuims Ne 4: JloctaBxa Ha
naGoparopHn KOHCYMATHBH, PEAKTHBH H TECTOBS, npejiHa3HaueHy 3a FIFOKOAHATTM3aTOPH,
[Moymosmipaa Ne 4.1. 3a amapar SENSOSTAR GL 30 - DiaSys, CBIJACHO NEHOBHUTC CH
T1PeJUIOKCHU.

(2). lleHopuTte MNpPEIOKEHNA pa npojiaBayva, MOCOHCHA B TPMIIOKEHHETO  TO
[IpesixoHaTa alumes, ca Hepasjlela 4acT OT HaCTOALI JIOI'OBOP.

(3) Ilporuosznure KoJMuecTBa, MOCOUYCHM B AOKyMEHTausATa 34 ob1ecTBeHa
MopLYKa HE OPAKAAT saUIbIKCHAE 32 KyTyBata 1 I 3aKyl b nocoueius 00eM.

CPOKOBE M HAUMH HA TITAIIAHE

2. CpoKbT Ha HaCTOSLIM jorosop € 12 Mecena OT Jarata Ha OJIITACBAHETO MY.
JloroBophT UPOABIKABA JIeHCTBHETO CH JI0 CKITOYBAHCTO Ha JOTOBOP € JApYr M3MHIHHTEN
ClTeL IPOBEIKInE Ha 00IIecTBeHd TIOpBUKA.

3 TlocoueHuTe B I, 1 U3EIHs 1E Gpar JOCTaBAHY OT JIpojiaBatia Ha Kylysada B
cpok 1o 14 (qeTHpPHHAIECET) KalCH [@pHH JIHH, CJIEJL 3asBIBAHETO UM OT KyIryBaya.

4, JlpioxuMaTa Ha 1pojapatia cyMa 10 BCSIKA OT/IEHa JIoCTaBKa e OB/l TaTeHa
oT KyIlyBaua 110 6aHKoBaTa cMETKA Ha [pojasada B cpok J1o 60 (tnecT/ieceT) KaJeHiapHy Jii
cien waasaneto Ha daxrypa or rpoaaBaya.

5. CpoKBT Ha FOAHOCT HA JOCTABCHUTE U3)IEIHA TpsOBa Ja € HE TO-Kparbi oT 60
% (1mecTueceT nporeHTa) OT 001 CPOK Ha FOHOCT KbM MOMEHTA Ha 0CTaBKatd.

MSICTO HA M3ITBJIHEHWE 1 TIPEMUHABAHE HA COBCTBEHOCTTA
6. 3a MSCTO HA [OCTABAHE Ha U3/ICIHATA ce orpejerts “MBAJT-Hobpua" AJL P
Jlobpn, ym/rl"laHaﬁoi‘ Xuros" 24.
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7. CobcrBeHocTTa BBPXY JOCTaBsdHHUTE HW3JNEIHUA H PHCKLT OT IIBJIHOTO WA
HaCTHYHOTO MM TIOTHBaHC [IPEMHHABA BBPXY KyllyBada OT MOMCHTA Ha IPUEMaHEeTO MM Ha
MACTOTO Ha JOCTaBsHe ¢ IPHUEMO-IIPpCAaBaTe/ICH IIPOTOKON HIIH JIPpYTr PABHO3HA4YCH JOKYMCHT.

ITPABA 1 3A/IBJDKEHMSA HA TIPOJIABAYA

Yien 8. (1) llpomaBaynT € JUrbXkKeH Jia CKIIOYM JIOFOBOP 3a TIOJM3LBIAHEHUE,
KOTaTo ¢ OOSMBWII B 38sBJICHUETO CH 32 yUacTUe HOJ3BAHETO Ha MOAM3IBIHATEL B ¢pok /10 3
JHU OT CKIIIOYBAHCTO Ha JAOI0BOP 3a 1I0JIM31IbIHEHUE WK Ha JOMBIHUTEIHO CIIOPa3yMEHHE
3a 3aMsHA Ha [OCOYEH B 3asBJICHUETO MOMM3IIBIHUTEN M3IILIHUTEIST U3Ipalla KOIUe Ha
JIOTOBOPA MJIK Ha JOIBIHATEIHOTO CHOPasyMEHHEe Ha BBINIOMKHTENS 3a¢/IHO ¢ J0KA3aTEICTRA,
4e ¢a M3MBIHEHH YCJIOBUSATA 10 Wi, 60, an. 2 1 11 ot 3011

(2) TloaM3mbAHUTEIHTE HAMAT I[PABO Jia TNPEBB3JaraT ¢JHa MM I[oBe4e OT
JIEHHOCTHTE, KOMTO Ca BKIIIOUCHH B [TPEJIMETa Ha JIONOBOPA 3a 0JIM3II'hJIHEHHE,

(3) HeszaBucHMO OT BB3MOMKHOCTTA Jl|d CE  M3MON3BAT  IOJM3IILIHUTEIN,
OTIOBOPHOCTTA 3@ M3IBIHCHHE Ha JJOIOBOPa 3a 0011ecTBEHA NOPhYKA € Ha IIPoJaBaya.

(4) KynyBaunT HaMa Ja U3BLPIIBA JUPEKTHH Pa3ilIalaHus ¢ IIOAH3IIbIHHTEINTE

Yien 9. [IpogaBaust € JUIrbKeH Jia JJOCTaBs MEMIMHCKA M3IEIH, KOUTO:

1. mmat nanecena "CE" MapKUpOBKA B CHOTBETCTBHE ¢ H3UCKBAHMATA HA W1, 15 OT
3aKkona 3a MeJIMUMHCKITe u3aenusa (3MU);

2. MMaT HaHeceH MASHTH(PHKAIIMOHEH HOMED Ha HOTHHITHpAHUs opraf 110 i, 64,
an. 2 ot 3MM, xoraro npoueaypure, onpejiesienn B Hapendute mo uwi. 18 or 3MW, uzucksart
HatacsHeTo My,

3. UMaT HaHeceHd HAMMCHOBAHHE M aJ[pec Ha yNnpaBjieHWe Ha IIPOM3BOIHUTE
W/WIIM YITBITHOMOIICHHS ITPEICTABUTEI U BHOCHTENS;

4. IMaT HHCTPYKIM 3a yrmoTpeda, ¢ H3KIIOYEHHE Ha M3IEIHSITa, 32 KOMTO TORA HE
e npejsujieHo B 3MU;

5. ca DpHIPYXKEHH 0T BaIUACH cepTupuKar, yJI0CTOBEPSIBAL CHOTBETCTBUETO CheC
CBIIECTBEHUTE U3UCKBAHMS, IIPHIIOKUMH 3a H3/ISJIMETO, U3/1aeH OT HOTH(PHIMpALL OpraH.

0. ca IPOU3BEIEHH OT IIPOU3BOAMTEN, KOHTO Hpujara W IOJUIbPIKA CHCTEMA 3a
ynpaeyienre Ha kayecTBoTo ISO 9001 w/mnu cucrema 3a yiparienue Ha KAvyecTBOTO Ha
MeruuHcKuTe u3nenus [SO 13485 u/unu exsuBasienTHa.

Unen 10.(1) llponaBausT B cpoka Ha JOroBopa TpsOBa ma OTroBapsi Ha CleJHUTE
H3HCKBAHMS:

1. Jla uma paspelieHue UM YOOCTOBEPEHHE 3a THPrOBHs HA €/[P0 ¢ MEAUIIMHCKH
u3aenus, u3ganeso ot Manemuurennus mupexrop na MAJI o pena na 3MHU.

2. Jla npuilara u nmojyrkpiKa cucTema 3a ynpasjieHue Ha xauecrsoto ISO 9001 B
o0JiacTTa Ha IIPOM3BOJICTBOTO W/HIIM ThPrOBUSATA ¢ MEAUIMHCKH M3JICIHs M/UIM CHCTEMA 34
ylpapiieHHe Ha kadecTBoTo ISO 13485/13488 u/unu exBUBaIEHTHA.

(2) IlponasaubT € AabkeH He3a0aBHO Jla yBEJIOMH KyIyBada IIpd OTHEMaHe Ha
CBHOTBETHHTE pa3pelIeHus WK 00C3CUIIBAHE HA YIOCTOBEPEHHSI.

Unen 11. Beaxa orjenHa pocraBka TpsOBa [la € NPUIAPYKEHA OT JIOKYMEHTH,
YAOCTOBEPABALIY TPOU3BOIUTENS, NAPTUIHUSI HOMED, CEPHITHHS HOMEp, CPOKa Ha o HOCT U
OT AaHANM3HU cepTU(UKaTH (OPUTMHAIHH, 3aBEPCHO KOIHME WM IyOJMYHO OIOBECTCHH),
JIOKYMEHTHUPAILM IPOU3X0/d, CHCTaBa U TEKYIIHS KOHTPOJ Ha KAYECTBOTO HA H3JIEIHITA.

Ynen 12. Ilpomasaubr € JurmkeH Ja u3/aje B cpok (axkrTypa 3a IOCTABCHUTE
MEIUITMHCKA U3J1eITHS,

[TPABA U 3AJIBJDKEHM S HA KYTITYBAYA
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Yren 13.(1) KynyBaubr mma mpaBo ja TMpoOBepsiBa KOJMYECTBOTO HA BCSKA
OTJe/Ha J0CTaBKa, KaTo IIPH YCTAHOBSIBAHE HAa HECHOTBETCTBHE € JUILKEH Ja YBEIOMH
1poJlaBava B cpok oT 24 uaca.

(2) llpm ycraHoBsBaHEe Ha HECHOTBETCTBME B KAUECTBOTO Ha JIOCTABEHUTE
MEJIMIIHHCKY H3/ICIIMs KYI1YBaYbT € JUILIKEH Jla YBCJOMHU 1IpoJaBada B CPOK 0T 24 yaca.

(3) HecnhoTBeTCTBHETO HA KOJTMYECTBOTO H KAYECTBOTO €€ YCTAHOBABA C IPOTOKOIL,
CLCTABEH OT KOMHCHsl, ChCTABEHA OT JUIbKHOCTHUTE JIMIIA Ha KYIyBaya.

(4) B ciyuaid, e mpoJaBadbT B CPOK JI0 24 uaca CICI YBEJIOMABAHETO 10 all. |
OCIIOPH [IMCMEHO HEChOTBETCTBMETO HA KAYeCTBOTO, TOM MOJKE Jla MCKa IPOBEpKATa My OT
YII'bJIHOMOIIEH Oprad WM JadopaTtopusi.

Unen 14. KynysausT € ANBKEH Ja 3alllaTH YrOBOpEHATA LI€HA B pasMepa, 10
Ha4YMHa B B CPOKA, ONIPENEJIEHH B HACTOSIIMSL JOTOBOP.

HEYCTONKH

Ynen 15.(1) Ilpu 3abara Ha jocraBka oT CTpaHa Ha HpojlaBadya ¢ 1osede orT 24
(OBameceT W YETHPH) Yaca, KyIyBaubT MMa IIPaBO Jla I0Jy4u HeycToiika B pasmep Ha (.1
(Hysa sUI0, €/1Ha JeceTa) Ha CTO OT CTOHHOCTTAa Ha 3afaBeHaTa JOCTABKA 3a Beeku 24 yaca
3abaBa.

(2) llpm ycraHoBsBaHE Ha HECHLOTBETCTBHE B KOJMYECTBOTO, IIPOAABAYLT €
JUIBKEH JIa JIOCTaBH JIMIICBALIOTO KOIMYECTBO IIPM ClielBallaTa JIOCTABKd, a IPH IIOHCKBAHE
OT CTpaHa Ha KyloyBaua B cpok oT 24 uaca. Ilpw HeusmbjIHEHHE HA TOBA 33 bIDKEHHE
KYIMyBaYLT MMa [IPaBo Jid MONY4Yd HEycTOHKa B pasMep Ha S (IeT) Ha CTO OT CTOMHOCTTA Ha
JIMIICBAIIIOTO KOJIMYECTRO.

(3) Tlpu ycranossBaHe Ha HECHLOTBETCTBHE B KAUECTBOTO, MPOJABAYBLT € JIHLIKEH
Jla JIOCTaBY MEJMILMHCKI U3IENHA C YTOBOPEHOTO KAuecTBO MPH clie/iBaliaTa JO0CTaBKa, a npH
[IOMCKBAaHEe OT CTpaHa Ha KyllyBaya B cpokx oT 24 daca. [IpH HEH3IBINEHHE Ha TOBA
3a/ILJDKEHME KYIyBaybT MMa 1IPaBO Jla 10Jy4yd HeycToHka B pasMep Ha 5 (Ier) Ha cro oT
CTOMHOCTTA HA HEKAYECTBEHATA JOCTaBKA.

(4) B cnyuaurte no amuHeu 2 H 3, ako IpoAaBadbT HE JIOCTABH JIONOBOPEHOTO,
Ky[yBaubT HMa I[IPaBo Jia 3aKyld HeoOXOJMMHUTE MY MEIULUMHCKW H3JICIus OT JIpyr
JIOCTABYMK, KaTO pasziiMKaTa MEXIy LieHaTa 110 JOTOoBOpa U JASHCTBUTEIHO 3aIllaTeHaTa IEHa €
3a CMETKa Ha IpoiaBaya.

Ynen 16.(1) llpu orka3 Ha npojiaBaya Ja JIOCTABH 3asBEHHTE MY MEIHIHHCKH
M3J1e)Ms Wi 11py 3a0aBa rnoseve oT 48 (4eTHpuieceT ¥ 0ceM) vaca, KyIyBaysT UMa [PABO Jia
3aKyIM HEOOXOMUMUTE MY MEAUITUHCKH U3AEIUs OT JIPYT JOCTABUHUK.

(2) B cmyuaute mo mpeaxoHara ajliHes pasimKara MeIy IeHarta 110 0roBopa u
NEeHCTBUTEIHO 3alUlaTeHaTa [eHa e 3a CMeTKa Ha [1po/jiaBaya.

Yien 17. KynyBaubT mma npaBo Jla Mcka o0e3lleTeHHE B IBICH pasMep Ha
BPEJIUTE, KOUTO € IPEThPIIS B pe3yaTaT Ha 3abaBeHaTa U/UIKM HEKAYSCTBEHATA JIOCTABKA.

Ynen 18. [Ipu 3abaBa Ha miamane oT cTpaHa Ha KyIyBada, IIOCIEHUAT JIBIDKH Ha
rpojlaBaya HEYCTOHKa, B pa3Mep Ha 3aKOHHATa JIMXBA.

UYnen 19. Heycroitkure, o0esmeTeHusaTa U 1eHOBUTE Pa3iuKy mo @i, 16, ajn, 2
Morar Ja OpaaT yALPKAHM OT BCAKO JBIDKHMO Ha MP0oJiagada IialiaHe,

I[TPEKPATABAHE HA JIOI'OBOPA
Unen 20. JloroBopsT ce nmpekparssa:
l. ¢ u3THYaHe Ha cpoKa, 3a KOHTO € CKIOYEH, OCBEH B XHIIOTE3aTa Ha “ieH 2,

H3peHeHnue BTOPO;
2. 0T H3lIpaBHaTa cTpaHa IIpyu CUCTCMHO HCH3IILJIHCHMC Ha 3adbJ/DKEHHSITA T10

OOorosopa. [Tox cuCTEMHO HEH3NBIHCHHE CC p5136!/1pa TaKOBa, M3BLPIICHO JABa HITH HO%
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I'BTH B PAMKHUTE HA €/TMH KaJICH/[APEH MECCII, WIIH TI0BEYE OT TPH MIBHTH B PAMKHTE Ha CpOKa Ha
JI0r0BOpa;

3. TpM CB3JIABAHETO HA YCNOBHSA 34 JIOCTABKA HA MEIHIMHCKM M3JIEIHA Clie]l
MPOBEAJIAHETO HA NEHTPAIM3UPAHH ENEKTPOHHH ThProOBE.

4. npn HEBB3IMOKHOCT Jia ce OCUI'YpH (HHAHCHPAHE 334 M3MBIHEHUETO Ha
LIOpBLHKATA 110 PUYHHH, KOMTO KYIYBAYBT HE € MOI'BJI JIA TIPEIBHIH.

JAPYT'U YCIIOBUA

Hien 21. Crpanure 1o JIOroBopa He MOraT Jia I'0 H3MEHST, OCBEH B CIy4auTe,
npeasuaeHd B 91, 116 ot 30IT.

Hien 22. Crpanure 110 JIOTOBOPA IIIE PEIIABAT BB3HUKHAIHTE 110 H3MBIHEHUETO
CIIOPOBE 110 B3AUMHO ChITIACHE, & aK0 TOBA € HEBBh3MOKHO, 110 peja Ha I'TIK, mpen pomoso
KOMITETEHTHHAT Cb)1 B rp. JloOpmu.

HUnen 23. 3a BeHuKM Heype)ieHH 110 HACTOSIIMS JIOTOBOP BBIIPOCH IIe CE TIPHIArar
pasnopenbute na 3011, TIII30I1, 33/1 u T3.

Yner 24.(1) 3a BajiuiHu aJpecH 3a [pHeMaHe Ha CHOGIIEHMS, CBBP3ad ¢
HACTOSIIA JIOOBOP C& CMSITAT &/IPECHTE, IIOCOUEHH B HAYAJIOTO HA A0TOBOPA.

(2) Tlpu mpoMsHa Ha JAHHHTE IO MPEAXOAHATA ANHHEs, CHOTBETHATA cTpaHa e
AJIBXKHA JIa YBEJIOMH ApyraTa B TPUJHEBEH CPOK OT IPOMSIHATA.

Ilpu cneraBsne Ha HACTOAUMST JIOTOBOP CE [PEACTABMXA OT H3IIBIHATEN
CJIEJIHUTE JOKYMCHTH 32 JIOKA3BAHE JIMIICATa HA OCHOBAHHUS 3a OTCTpaHsABaAHE!

- 3a obcrosiTencTrara o wi. 54, ai. 1, 1. 1 or 3011 - ¢CBUAETENCTRO 34 CBHIAUMOCT;

- 3a ofcTosATencrBoTO 110 wi. 54, an. 1, 1. 3 or 3011 - YJIOCTOBEPEHHE OT OpraHuTe
IO MPUXOAMTE U Y/JOCTOBEPEHHE OT OOUIMHATA 110 CEOANMINETO HA BBL3JIOIKHTEIs ¥ HAa
KaHan[aTa Wil Y4acTHHKA;

- 3a 00CTOATENCTBOTO 10 ui. 54, am. 1, 1. 6 - YJIOCTOBEPEHHE OT OPraHuTe Ha
Msnbanwrenna arenmus "l iaBaa mHCIEKIMs o Tpyaa';

- paspellieHne 3a THProBHUs HA €IpO ¢ MEJMIIMHCKM M3Jeus, u3naneno or MAJ]
WIH JPYr JIOKYMEHT, yIOCTOBEpABAL MPABOTO Ha YUACTHHKA Ja TLPIyBa € MEIHLHHCKM
M3J1eJHsl, U3/IaJICH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA JIbpIKaBa;

- CepTH(HMKAT 3a IpHiaraHe M MOANLPIKAHE HA CHCTEMAa 3a YIIPaBiCHHE Ha
kauectBoTO ISO 9001 B 0GnacTra Ha NPOM3BOJICTBOTO W/HIM THPIOBUATA C MEIMUIHHCKH
H3JICIIMA  M/MIIA  CHCTEMa 3a  yrpasieHHe Ha kadecTsoto 1SO  13485/13488 w/mm
eKBHUBAJICHTHA,

HacTosumsr norosop ce cheTaBH B TpH €IHOOGPA3HM CK3eMIIApa, CHMH 3a
1poJlaBaya 1 J1Ba 3a KyIyBaua,
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Intertek — i —

Hpunoscenie Ne 5 — za0vadcumenen odpasey

TEXHUYECKO NPENJONKEHHNE

[Mojnucanara Bennxna MuteBa AJleKcuena, EI'H8305246353, nuuna xapra No 624931562,
ysnanena na 17.05.2008r. ot MBP — Codus, ¢ agpec rp. Codus, x.k. Obens 1, O 117,
3x.B, an.49, B kauecTBOTO Ha lIBIHOMOUIHKK Ha Kamenust Tpenmaduiaosa Llankosa, ¢ EI'H
6305307291, npurexasaiia IudHa Kapra N 640668847, nanasena na 03.08.2010 r. ot MBP -
Codust, ¢ agpec Ip. Codust, x.x. Maanocr 4, 6. 415, Bx.4, eT. 6, ann.36, B Ka4E€CTBOTO CH Ha
Usnsnaurenes aupextop u llpencenaren Ha CJI Ha AKBAXVIM AJl cbe cellanuine 1 aapec
Ha yrpasinenue rp. Codus, XK-K Tlpyx6a 2, Oyn. Ipod. Lseramn Jlazapos Ne 83, ¢ EMIK Ne
2009849064,

1. TIpasst CEAHOTO MPEVIOKEHNE 38 M3MBIHCHNC Ha HOPBIKATA B CLOTBETCTBHE C
TeXHUUECKHTE CICIMGUKAINN ¥ M3UCKBAHNMATA Ha BL3JIOKUTCILL: ITpeptaram gocTaBKaTa Ha
W3ETIHsl, KOUTO!

- ca IpOM3BEsIeHY OT IPOM3BOUTEN, KOHTO Tpujiara u HOMLLPKA cucTeMa 3a
yIpaslieHHe Ha KayecTBOTO ISO 9001 w/wid cUCTEMa 3a YIPaBJCHUE HA KaueCcTBOTO HA
MenniacKuTe naaeius 1SO 13485 w/Mny eKBUBAJEHTHA.

_ CROTBETCTBAT HA M3MCKBaHMATA HA JlmpexTuBa Ha EBpONEHCKMS NapIamenT U
Copera na Espoma 98/79 EC 3a Me/IMLIMHCKHTE CPEACTBA 3 IMATHOCTHKA (IVD).

- OTrOBapsT Ha U3MCKBAHMATA HA L. 82, an. 1 ot 3M;

_ OTTOBApST HA APYTHTE M3MCKBAHMS, TIOCOUCHH B TCXHUHECKUTO criennUKaLuY

2. Jleknapipam ChIIACKETO C¥ ¢ KIay3HTe Ha MPHIIOKCHIS TIPOCKT Ha JIOrOBOP.

3, JlekjapupaM CpoK Ha BaJIMAHOCT HA odeprara: 3 (Tpu) Mecela OT JaTaTa,
KOATO € TI0COUEHA 38 J(aTa Ha TojiaBane Ha odeprara.

4. TlpueMaM CpoKka Ha M3I'BIHEHME Ha [OpbhHKaTa: 12 (nBamajeceT) Mecena OT
CKJIIOUBAHETO Ha A0TOBOPA.

§. IlpuemaM cpoka 3a IUJalase: Jo 60 (uwectzeceT) KajeHAapHM JAHH OT
M3BLPLIBAHETO HA JIOCTABKATA M M3aBAHCTO Ha (paxTypa OT U3IIBIHATEI.

6. IlpuemamM cpoka Ha JOCTaBKa: /O 14 (ueTmpuHajeceT) KaJlCHAAPHU JHH OT
MOMEHTA Ha 3a4BSBaHETO OT Bb3JIOKHUTCII.

7. Ilpuemam cpoKa Ha FOJHOCT: HE MO-MaJIKO OT 60 % (IIECT/ECET TPOLIEHTA) OT
o61ns CPOK Ha TOAHOCT KbM MOMEHTA Ha M0CTaBKaTa.

8. [IpremaM Ja M3IBJIHABAM BCHYKY M3UCKBAHMA HA BHIJIOKUTEIH, MTOCOYEHHU B
0BSBACHUETO M JOKYMECHTAIMsTA 3a Y4acTHE.

0, B ciyuaii, ue Gbja ONpE/ENeH 3a U3IIBIHATEI Ha Iophikata, ce 38JBJDKABAM;
mpy  TIO/UTHCBAHETO Ha JOToBOpa 3a oBliecTBEHA IIOpBUYKA, [Oa IIPCACTaBs aKkTyallHK
JIOKYMEHTH YIOCTOBEPSABAILM JIMIICATA Ha& OCHOBAHMA 34 OTCTpaHsABaHe OT IIPOIeypaTa,
KAKTO 1 ChOTBETCTBIETO ¢ IOCTABEHITE KPUTEPHH 32 TOADOD:

- 33 oBeTosTencTATa o Wi, 54, an. 1, 1. 1 oT 3011 - ¢cBUAETENCTRO 38 CHAMMOCT;

- 32 0BCTOSTENCTBOTO IO Wi 54, ai. 1, T. 3 0T 30I1 - y10CTOBEPEHUE OT OPraHuTe /

o IpUXoOAuTe H YLOCTOBEPEHUE OT obmruaTa 1o cedaluLIeTe Ha BBIIOIKUTE]IA H T
KaHAMaTa UK y49acTHHKa,




"MHOTOIIPO®UAHA BOAHMLA 3A AKTVBHO AEYEHUE - .)“a‘i *'—.f.ﬁ;*’"
JIOBPUAY" ALl =z |
= St e
JIOBPHY 9300 B0 yur."Tlanatior Xuros" 24 B 058/600488 daxe 058/600414 & e-mail: oblb@bergon.net g E Sl P, W B
| Intertek '—%i——

- 33 0BCTOLTENCTEOTO Mo i 54, am. 1, T. 6 - yAOCTOBEPEHME OT OPTAHMTE Ha
VI3IrBHATe HA areris "TaBHa MHCTIeKLHs 110 Tpyaa';

- pazpellleHie 3a THProBus Ha epo ¢ MeAMIUHCKH w3erms, u3paneno or MAJI
Wi JIPYT IOKYMEHT, YIOCTOBEpSBALL TMPaBOTO HA yHacTHUKA 4 TBPTYBa ¢ MEIUIIMHCKH
M3NENAs, W3NAJEH OT KOMIIETEHTeH OpraH Ha ChOTBETHATA Abpabad. PaspemieHue HiH
yIOCTOBEPEHHE HE CH M3HCKBA OT MPOUIBOAUTCINTE Ha MEJMIMHCKA U3OETHsl, YCTaHOBEHH
Ha Tepuropusta Ha PenyOiuka buirapus;

. ceprmbuKaT 3a NpUiaraHe ¥ OOMUIBPXKAHC Ha CHCTCMa 3a YIIPABJICHHE Ha
kauectsoTo 1SO 9001 B obsacrra Ha IIPOM3BOJACTBOTO W/WIA THProBUSTA ¢ MEOUIMHCKH

M3LeNns  W/MIM  cHCTeMa 3a  YIpaBJeHHe Ha  KadeCTROTO [SO 13485/13488 w/mim
CKBHBAJCHTHA.

[Toamuc Ha IpecTaBlIsBaloTo JIMLE | NeHaT:. RATE S U Yo

Beauua AleKcuesa

IIsnuomomuuk Ha: Kamenus Tpennaduiosa [{auxoBa
VMamsnaurened gupektop u Ipexcenaten na CJI Ha AKBaxu ALl
Miesnomorao Ne 3461 ot 29.11.2016r., 3aBepeno npu Hesu Kapakamesa NOMOUIHHK

norapuyc npn Bansi Kapacanosa - Tondesa HOTapuyc B paiton CPC, per. Ne 444 na Horap.
Kamapa/
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Hpunoswcenue M 5 — 3advancumenen o6pasey

TEXHUYECKO NPEAJOXEHUE

IMojmucanara Benuna Mutesa Asiekcuena, EI'H8305246353, nuuna xapra No 624931562,
nzfanena na 17.05.2008r. or MBP — Codus, ¢ agpec rp. Codus, sx.x. O6ens 1, 6m. 117,
BX.B, arn.49, B xauectBoTo Ha [IbnHOMOIEMK Ha Kamens Tpennadunosa [lanxora, ¢ EI'H
6305307291, npurexapawa nuyna kapra Ne 640668847, usnanesa Ha 03.08.2010 r. oTr MBP -
Codus, ¢ anpec rp. Codus, x.x. Mnanoct 4, 611. 415, Bx.4, er. 6, an.36, B KaYeCTBOTO CH Ha
WMsnennurenen jupexrop u Hpencenaren na CJ] na AKBAXUM Al enbe ceanuuie n aapec
Ha ynpasiacuue rp. Codust, x-x Hpyxba 2, 6yn. Ilpod. Llgeran Jlasapos Ne 83, ¢ EMK No
200984964,

1. IlpaBst clIeAHOTO NpeANoKeHNe 3a H3ITbIHEHNE Ha [IOPpBYKATA B CbOTBETCTBYE C
TCXHUYECKUTE CTIELM(DUKAMHE W U3MCKBAHUATA HA BBATONKUTENS: ITpennaram jocraskara Ha
U3JIENNS, KOUTO!

- Cd HPOM3BEACHH OT MPOM3BOAMTEIN, KOMTO NpHNIara W MOALBPIKA CHCTEMA 34
ynpapiienne Ha xadectsoro ISO 9001 w/miam cucTema 3a ympaBieHue Ha KAYECTBOTO Ha
MeAMUMHCKHTE u3aenus ISO 13485 u/win exBuBaIeHTHA.

- ChOTBCTCTBAT Ha M3MCKBaHMATA Ha JlupekTuBa Ha EBponeiickus mapnament u
Coaera Ha Eporna 98/79 EC 3a meaunuHcKuTe cpelcTsa 3a nuardoctuxa (IVD),

- OTIOBAPAT Ha W3MCKBAHUATA HA 4. 82, an, 1 oT 3MU;

- OTrOBAapAT Ha APYTUTE U3UCKBAHMUSA, T0COUEHH B TEXHHUECKUTE CHeNpHKAIINN

2. Jlexnapupam ChIiacueTo ol ¢ KiIay3uTe Ha IPHIIONKEHHs IPOEKT Ha JIOTOBOP.

3. [exnapupam cpok Ha BanHMJHOCT Ha oeprara: 3 (Tpu) Mecena oOT natrara,
KOATO € [I0COYEHA 3a JlaTa Ha 110/|aBaHe Ha odepTaTa.

4. Ilpuemam cpoxa Ha M3IIBJIHEHHE HA NOPHYKATA; 12 (1Banazecer) Mecena oOT
CKIIKOYBEHETO Ha JIOTOBOPA.

5. llpmemam cpoka 3a mnamane: mo 60 (LIECTHECET) KaleHAAPHH JHH OT
M3BBLPUIBAHCTO Ha 10CTABKATA M M3aBAHETO Ha (aKTypa OT U3ITBIHUTES,

0. Ilpuemam cpoka Ha jocraBka: g0 14 (YeTUpMHAZECET) KANEHJAPHH JHM OT
MOMCHTA Hé 3asBABAHETO OT BL3JIOIKUTENIH.

7. llpnemam cpoxa Ha TOJHOCT: HE M0-Majko oT 60 % (lrecTieceT pomenTa) oT
O6HIM$I CPOK Ha I'OAHOCT KBM MOMEHTA Ha AocTaBKara.

8. [lpuemam ma usmbnHABAM BCHUKM M3MCKBAHMS Ha BB3NOKHUTENS, TIOCOUEHH B
OOSIBIIGHUETO U IOKYMEHTALIMSATA 38 YIaCTHE,

9. B ciyuait, ue Oba onpejieneH 3a M3MBIHKATEN Ha MIOPBUKATA, CE& 3a[(L/DKABaM,
b TIOMIMCBAHETO Ha JOTOBOPa 3a OOMIECTBEHA [OPBYKa, [a TIPEACTaB] AKTYANHH
HOKYMEHTH YNOCTOBEpABAIUM JIMIICATA HA OCHOBAHMSA 34 OTCTPAHSIBAHE OT IIpouenypara,
KaKTO ¥ CHOTBETCTBUETO C [1OCTABEHHTE KPUTEPUH 32 ITOAGOD:

- 38 o0cTOSATRIICTRATA 110 Ui, 54, a1, 1, 1.1 ot 30I1 - cBUneTENCTRO 34 ChH MOCT;

- 32 0BCTOATENCTBOTO 110 Wi, 54, air. 1, T. 3 or 3011 - YAOCTOBEPEHHUE OT OPraHuTe
110 LPUXONMTE M yJIOCTOBEPEHME OT OOLIMHATA [0 CERANUIIETO HA BB3IOIKUTENSL U, 7@

L\

\
A
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- 3a obcTosTencTBOTO MO Wwn. 54, am. 1, T. 6 - YAOCTOBEPEHHUE OT OPraHUTE Ha
Manbinutensa aredmus "TaBHA HHCIEKIAS 110 Tpyna";

- Pa3pCLICHHC 3a TBPIOBHA Ha CAPO ¢ MEAMUMHCKH M3JETHS, U3MaaeHo oT MAJI
W ApyT IOKYMEHT, yJOCTOBEPSABAIL 1IPABOTO Ha YYaCTHHKA [a THPryBa ¢ MEIUIMHCKH
MSACTHA, MSHBACH OT KOMICTCHTCH Oprad Ha CHOTBETHATA JbIKaBa. Paspelrenue wmt
YHOCTOBEPCIINC HE CH M3MCKBA OT MPOM3BOAUTENNTE HA MEIUIMHCKA H3MCIHS, YCTAHOBEHM
Ha TepuTopusTa Ha Penybmuika bunrapus;

- CepTH(MKAT 3a NpHIaraHe M NOAABPIAHE HA CHCTEMa 3a YIIpaBJjleHUE Ha
KauecTBoTO [SO 9001 B ofsacTra HAa MPOMBBOACTBOTO M/WIK TBPrOBUATA ¢ MEIUIHHCKY
M3NENMS M/l CHCTeMa 3a  YIpaBleHHE Ha KadecTBOTo 1SO 13485/13488  wm/wnn

(¥

Benuna Anexcuena

Hbaaomomuuk na: Kavenus Tpernadunosa Llankopa
Vismwiaurenen qupextop u lpencenaren na CJI Ha AxBaxum All

Mbanomomso Ne 3461 ot 29.11.2016r., sapepeno npy Henn Kapakawesa nomouwnuk
HoTapuyc npu Bans Kapacanosa - Tonuesa norapuye s paiion CPC, per. Ne 444 ua Horap,
Kamapa/




